
Food and Drug Administration 
Washington DC 20204 

Ms. Sonia Rodriguez 
‘Mason Vitamins 
5 105 Northwest 59th Street 
Miami, Florida 330146370 

Dear Ms. Rodriguez: 

This letter is in response to your FAX letter to the Food and Drug Admini&ation (FDA) dated 
January 19,2001, requesting that we comment ‘on a revised label for the product “He& & 
Cholesterol” that you intend to market as a dietary supplement. 

Dietary supplements are regulated under the Federal Food, Drug, and Cosmetic Act (the Act), 
as amended by the Dietary Supplement Health and Education Act of 1994 (the DSHEA), and 
under .the Fair Packaging and Labeling Act. There is generally no requirement that a firm 
obtain approval of a product or its label or labeling from.FDA before marketing dietary 
supplements in the U.S. 

Under the Act, FDA does not “approve” of individual product labels or labeling. Nonetheless, 
we have reviewed the libel you provided us, which was revised based on comments I provided 
in a telephone call on January 10,200 1. We have no further comment on the claims being 
made for this product on the label. However, you should not interpret this to be an all- 
inclusive review of your proposed labeling or a determination that the labeling’is in 
compliance with the requirements of the Act. It is the responsibility of the manufacturer to 
edsure that a label meets the reqtiirements of the Act. 

We also wish to re-emphasize one point made in our previous letter to you and our January 10, 
200 1 phone conversation about the status of products that contain red yeast rice. The product 
contains a red yeast rice extract. FDA announced its administrative decision on May 20, 1998 
that a product named “Cholestin’“, manufactured by Pharmanex, Inc., which was promoted as 
a dietary supplement intended to affect cholesterol levels, is not a dietary supplement, but is 
instead an unapproved drug under the Act. ,This decision meant that Cholestin could not be 
legally sold in the United States. 

’ Cholestin consists of the yeast Monascus purpureus when fermented on premium rice 
powder. The fermentation of the rice with this yeast, under certain conditions, produces a 
product that contains lovastatin, the active ingredient in the prescription cholesterol-lowering 
drug Mevacor. 
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A February 16, 1999 United States District Court for the District of Utah decision that “held 
unlawful and set aside” the FDA’s administrative finding of date was reversed by a United 
States Court of Appeals for the 10th Circuit decision on July 2 1,200O. This reversal reinstates 
FDA’s administrative decision that Cholestin is a drug, not a dietary supplement. Thus, 
products containing red yeast rice or Monascus purpureus that contain lovastatin are 
unapproved new drugs that are in violation of th,e FD&C Act. If the red yeast rice extract used 
in your product contains ldvastatin, then the product would be in violation of the Act. 
Marketing of a product that is in violation of the Act may result in enforcement action being 
initiated by FDA without further notice. The Act provides for the seizure of illegal products 
and for injunction against the manufacturer and/or distributor illegal products. 

Robert J. Moore, Ph.D. 
Chief, Dietary Supplements Branch 
Division of Compliance and Enforcement 
Office of Nutritional Products, Labeling 

and Dietary Supplements 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of Enforcement, 
HFC-200 
FDA, Florida District Office, Office of Compliance, HFR-SE240 

cc: 
HFA-224 (w/incoming) 
HFA-305 (docket 97S-0 163) 
HFS-22 (CCO) 
HFS-800 (r/f, file) 
HFS-810 
HFS-8 11 (file) 
HFD3 10 
HFD-3 14 (Aronson) 
HFS-605 
HFV-228 (Benz) 
GCF- I (Nckerson, Warren, Goldsmith) 
r/d:HFS-811:RMoore: 12/21/00 
docname:73709.adv:disc53 

We hope this information is helpful. 

Sincerely, 
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MElMORANDUM OF TELEPHONE CONVERSATION “sr 

January 10,200l 
- 

Between: Sonia Rodriguez 
Mason’s Vitamins 
Miami, Florida 

and: Robert J. Moore, Ph.D. 
Office of Nutritional Products, Labeling and Dietary Supplements 
Center for Food Safety and Applied Nutrition 

Subject: FDA Courtesy letter #353 

Ms. Rodriguez contacted FDA to discuss how to remedy the labeling of a product that they had 
submitted a 30-day structure/function claim notification for and which we advised her had a 
potentially illegal ingredient and had claims not permitted under section 403(r)(6) of the Act on 
its label. FDA’s letter was sent on March 23,200O for the product Proherbs Heart and 
Cholesterol. 

I explained that the cholesterol and blood pressure claims were implied disease claims because 
they did not explicitly declaim effects on abnormal blood pressure and cholesterol ievels. I 
explained that we would not object if the claims were to state that the product was intended to 
maintain cholesterol levels or blood pressure that “were already in the normal range.” I also 
explained that the name of the product, “Heart and cholesterol” would be an unauthorized health 
claim if there were no other.claimson the Iabel that placed that statement in the context of an 
appropriate structure/function claim. We also discussed that the claim “clean the arteries” was a 
disease claim and that 1 didn’t believe there was any context capable of remedying that claim. 

We also discussed the current legal status of products containing red yeast rice. I explained that 
in our Administrative Finding for Cholestin, we concluded that red yeast rice that has been 
historically used as food did not contain lovastatin or contained trivial amounts. Thus, a product 
that contained measurable amounts, such as their product, would be deemed by FDA to be a drug 
pursuant to the Pharmanex v. Shalala decisions. I explained that if a red yeast rice product did 
not contain lovastatin or any other statin which would trigger section 20 1 (ff)(3)(B), we have no 
objection to the use,of the ingredient in dietary supplements. 

She indicated that they would contact their supplier to ensure that their product complied with 
the law and that they would revise their label and submit us a revised copy for review. 

Robert J. Moore 
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5105 NOWTHWEST l SSTH STREET ,. :>I ’ - 
MIAMI, f-Ldi?lDA 331114-6370 

NATIONAL WATS: 800~327-6005 .. 
DADE: 30516265557 
FAX: 3051623-0795 - 8OOl3283944 
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